activity to desensitize the dentin, and such actives are thus incwporated in oral care products for protection of 
sensitive teeth. Indeed the disclosure at page 27. lines 17-18 has defined what is meant by the phrase by reciting 
examples of known dentinal desensitizing agents, i.c., strontium chloride, potassium nitrate, stannous fluoride 
and sodium fluoride. 

With regard to the phrase "whole body health". Applicant* refer the Examiner to the definition at page 

7, lines 23-27 as follows: 

By *'whole body health" as used herein is meant ovcfall systemic health 
characterized by a reduction in risK of development of major systemic diseases 
and conditions including cardiovascular disease, sirdce, diabetes, severe 
respiratory infections, premature births and low birth weights (inchiding post- 
partum dysfunction in neurologic/developmental fimction). and associated 
increased risk of mortality. 
The present invention as now claimed is specific to a method for promoting whole body heahh or 
systemic heahh. The method involves topically administering a composition comprising a host response 
modulating agent, specifically a H2 antagonist, to the oral cavhy as opposed to systemic ftdministration. Hie 
present claims are based on Applicants' discovery of a new use for a method of treatment of the oral cavity. 
Specifically Applicants have discovered that topical administration to the oral cavity of compositions 
comprising a host response modulating agent is beneficial in promoting systemic bcaWi in addition to treating or 
preventing bacteria-mediated oral cavity conditions. In particular, the present method effectively d^reases 
etiologic factors that contribute to development of certain systemic diseases such as heart disease. By 
decreasing the etiologic factors for a systemic disease, the risk of developing such a disease is also decreased 
leading to better overall health for the subject 
Claims Rcler tion Under 35 USC S m(b) 

Claims 1-4 and 7 have been rejected under 33 USC § 102(b) as being anticipated by Pan et al. (WO 
97/16159) and by commonly assigned Singer et al (U^- W64,616). Claims 1-2 are rejected under 35 USC § 
102Cb) as anticipated by Tsujita et al. (JP 04/089428). The Examiner contends Aat the whole body health 
benefits are inherent in the referenced methods. 

Applicants respectfully traverse the Examiner's rejection of the claims in view of each of the references 
as each would apply to the claims as amended herein. Claims 1, 5 and 6 are withdrawn from consideration at 
this time. 

TTie present claims defme a method for promoting whole body heahh by topical admmistration to the 
oral cavity of a composition comprising a H2 antagonist. Tlie present method promotes whole body health (or 
overall systemic health) by effectively modulating the body*s response to pathogenic oral bacteria, associated 
bacterial toxins and endotoxins, and inflammatory mediators and tytokines prompted by these pathogenic 
bacteria, aU believed to be involved in the etiology of certain systemic diseases including cardiovascular disease, 
stroke, diabetes, severe respiratory infections, premature births and "low birth weights (including post-paitum 
dysfunction in neurologic/developmental funcUon). By reducing these etiologic or causative factors, the risk of 
development of tfiesc systemic diseases is likewise reduced, leading to better whole body health, 

For example, it has been known that bacteria may affect the heart and other organs of the body. Now 
evidence is mounting that suggests people with periodontitis, a bacteria-mediated disease of the ora\ cavity, may 
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be mo« M ride for he»t di5e»e. and have a significarUy higher risk of having a fiital heart attack than patients 
^iftont periodontitis. One theoo- to e:(pl.iB the link between periodontal disease and heart disease » that oral 
pathogenic bacteria enter the blood through inflamed gums, anach to fttty plaques in the conmary artenes (heart 
blood vessels) and cause small blood clots that contribute to clogged arteries. It has been reported that 70% of 
the fatty plaque that blocks carotid arteries and causes stroke cont«n bacteria, rnrty pqypt of those ba,^ 
.... l^n to the mouth, coronary Mtery disease is characterized by a thickentog of the walls of the 
coronas arteries due to the buildup of 6tty protetos. Blood clots can obstruct normal blood flow, rcstrtetrng the 
amount of nutrients and oxygen required for the heart to fimctioo pn.p«rly. m may lead to heart attacks. 
Another possibility is that changes in systemic taflammato.7 mediators caused by periOdoKltU merease 
development of atherosclerotic plaque, which then contributes to thickening of the arterial walls. 

By the present cl«med method, spread into the bloodstream and other parts of the body of pathogen.c 
bacteria and associated harmful substances including toxins md endotoxin, is prev«.ted or minimiad The 
result is a decrease m the causative factors for certafa diseases and a corresponding decrease in the nsk of 
development of these systemic diseases, such as heart disease. Thus, the present clauns are directed to a neffi 
ase for a method that traditionally has been used solelx for Ificafil t«ating or preventing bactena-meiated 
diseases and conditions of the oral cavity. 

■me Examiner's attention is further directed to the attached declaration by preseirt inventor Robert E. 
Singer Jr. pnsentlns fmdings relevant to the mechanism of action of topical H2 antagonists, the present 
claims'ate based on the discovery that topical t«amient of the «.»1 tissues with H2 amagonists serve, to increase 
the gingivJ barrier Junction of the periodontal tissues. Fn.m a series of smdies conducted umier Mr. Singer's 
diiection it has been demonstrated that topical M2 antagonists (1) inaease gingival crevicular 
polymorphonuclear (PMN) Sanction for the phagocytosis and killing of bacterial pathogens; (2) elevate the 
hveb of gingival crevicular antibodies during experimental periodontitis; and (3) increase the levels of gmgival 
crevicular fluid (GCF) IgA. a mariter for the protective gingival tissue response. Taken together, tftese findmgs 
indicate that H2 anugooists enhance the fimction of key. mechanisms of the gingival bawier function. 

From these new findings, it is evident th« the topical application of m antagonists to oral tissues 
^nts a unique and unanticipated approach «, increasing the barrier function of periodontal tissues. The 
abililty of m antagonists to increase the natural batrier flmction of gingival tissues is an extremely m»portant 
benefit in as much as this unique mechanism of action enables providing not only a benefit vs. penodontal 
dbease but unexpectedly also ^presents an effective approach to preventtag oral pathogens and their prtKiucts 
from entering into either the gingival tissues or the systemic circulation. Cot^quently. topical apphcation of 
H2 antagonists affi.* unanticipated benefits fbr preventing oral pathogens from prompting the systemic 
mflammatory mechanians and coo.plic«ions that contribute .0 systemic diseases/disorders such as 
atherosclerosis, stroke, diabetes, and low birth weight infants. 

Applicants respectftiUy submit that the present method dafans directed to a nsSLJiH of topical 
administimion of a H2 antagonist are novel and unobvious in view of the cited references. The., ts no 
disclosure nor «,y suggesrion in any one of Pan et aJ. (WO 97/16159). Singer et .1. (US 5.364,616). or Tsujlta et 
al (JP 04/089428) with regartl to whole body healdi or systemic health, much less that the piesem H2 antagonist 
contaming compositions ^^^^^^ tooieallv to the oral ^vity would promote whole body health by 
decieasing causative or risk factors leading to the development of certain systemic diseases. 
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Applic«m also «.ve,« 0,e Examiner's contention that the pr^ method claims a« not patentable because 
the results of the claimed methods. L... "whole body health benefits", are inh««.t. H-e present method dauns 
ft,, within the definition under 3S USC. § 100(b) for a patentable "piocess" (under § 101) which means 
pl^ess. art or method. «.d includes a use of« tn^n process. «a„»/a«««, co«vo,i.U,n 

^er or nu„erUa (emphasis added). Thus, "a proces* or method which involves only a new use of an old 
material is patenmble." v. Grea. Lokes Press Corp., 679 F^id 1023. 1029 (2d Cir.). which found that 

Howes- claim to . method which makes possible the faithftil transfer of color art work to fabric by mem of 
«ated hea, transfer paper was pa.«.table because Howes created a c/- kn^ P">^. San.lariy. 

clai^dra^,oome,,«>^Musinseia^c.<A<ior'otyW^"c^^^^ 
ten^ficial or .s^ ^ecu, ^ teen f^M p<^Me e^ tHcu,H if» eomposmo. 
pateraed [/« re SHe„y. 566 F^M 81. 83. 195 USPQ 7S3. 754 (CCPA 1977); /« re ^'^^-J' '^^^'^'' 
F 2d 377 (196 J): Joseph Banercfi A Sor^ Co, v. lVa:s«, 170 F. Supp. 78 (D.D.C 1959). 120 USPQ 265] 

Clearly, the issue «levaot to th. patentability of the present method is whether or M cUimed new 
„.e is obvious to one of skBl in the art Applicants submit that the present claimed methods have unobv»u, 
beneficial and usefcl effects of promoting whole body heahh. Tltat this benefit might be inherent "ts ^ru> 
Unmaterial if. as the recoM establishes here, one of orfinary skill in th. art would no. appteciate or iccogmze 
that inherent [;n««^£.A/<^/or.54CCPA902.369F.2d 765(196«). 152 USPQ106:/„^ 

S66 F.2d 81. 83, 19S USPQ 753. 754 (CCPA 1977]. 

CONCLUSION 

Applica^ .^pcctfully request reconsiderati™, of thU appHcation. entry of the amendments 
withdmwal of th. 35 USC 5112. fi«t paragraph rtjection. wl.h*awal of the claims rejections under §102(b) and 

allowance of all sCTliea*'""'"'™'- . . -n. 

Anached hereto is a mariced-up version of the changes made to claims by the current amendments. TTe 

attached page is captioned "v>r,i«n WHh Marlfinw to Show Changea Made". 

Respectfully submitted, 
Emelvn^L. H 



Emelyn^ 

Agent for Applicants 
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Claims 1, 5 and 6 arc canceled without prejuaice. 
riaims 2 3, 4 and 7 arc amended as follows. 

(Twice A^^^ A .«h«i for I«a.b,S P-en.i„g cavHy aliases t» »^ J*- 
^^l^ecs ««d Ac^yl P«m«dng whoI= body h«.Kb in [«id] human and o*™. subjec^ 

comprising .opicUy administering .0 said .tj^' o«i »vi.y. a compos.«o« .o a«m 1] 

,,nHr -" T"'" h^ -~ T^'' m«dulatinr aprnt i. H2..».taRom a. 

a^.ic« A„,end»d) A n.eO,od for [«aUng »nd preventing oral cavi^^ di««s« in h«n»n and oU«r 
subject and *ereby] promoting whoie body health in [»idl hum«> and other ».ma. subjc^s 
according to Clain, 2. wherein said composition is in . form se.ec.ed ^^.^^mtSS^m^^^ 
mouthrinse. toothp^U:. tooth gd. too* powder. non-A^sive gel, chewing gum. mouth n.ray. lo-nge. 
dental implement, and a pet care product. 

(^.e Amended) A method for [t^-ing ^ preventing on. cavity disease, in h«na» and o*. 
La. subjects and thereby] promoting who.e body health in [said, human a„d Cher ""-^-"^^ 
according to Cairn 2. wherein said host-response modulating agent i, a H.2 f^'^^J^ 
I ^ consisting Of cimetidme. etintidina. ra-itidin. 10-5.65. tiotidine. ORF-.75,S. .up.^«c 

don^ fan.0.1-^. — — ■ ^'^'T' w"I"7 S^m^ 

mlfentidine, ( SKF.944«). B1.^34U. 1CM62S46. ^^^^^^^^^^^^^ 

BMY-2540S. ioxtidine. DA^634. bisfenddme. sufoUdinC. ebrotidine. HE.30-256. D-16637. FRG 
8813, FRG.8701, impomidine. L.643728, HB-408, and mixtures thereof. 

(Twice Amended) A n,ethod for [.riadng and preventing ora. cavity diseases in human and o.h« 
■ La. subjects and thereby] promoting whole body heahh in [said] human and ^^^^^ 
according to Cairn 2. wherein said composition topically administered to sa.d subjects eompnses »t 

therapeutic active selected ^ '^'^'^T'^Tr:^. 
WofiUn inhibiting agents, antibiotics; a™.lgeslcs ^ local «.es.h«ic agents; dentmal desenstt^mg 

agents; odor masking agents; and mixtures thereof. 
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